TITLE 410 INDIANA STATE DEPARTMENT OF HEALTH

Proposed Rule
LSA Document #11-458

DIGEST

Amends 410 YAC | to clarify the definitions, to clarify the information and counseling given to a pregnant
patient, to clarify reasons for not offering a human immuncdeficiency virus test, to add the rapid test, to remove
documentation that must be noted in the pregnant patient's medical record, to add information that must be included
on the confidential part of each birth certificate, to clarify provider’s responsibilities to a pregnant patient, and to
update references to the Indiana Code. Adds 410 1AC 1-6-7.1, newborn testing in the event of matermnal refusal.
Repeals 410 JAC 1-7-11, notification to the pregnant patient. Effective 30 days after filing with the Publisher.

410 1AC 1-6-3; 410 IAC 1-6-4; 410 IAC 1-6-5; 410 IAC 1-6-6; 410 JAC 1-6-7; 410 IAC 1-6-7.1; 410 IAC 1-7; 410
IAC §-7-7; IAC 1-7-8; 410 IAC 1-7-10;, IAC 1-7-11; 410 1AC 1-7-12; 410 JAC 1-7-13; 410 YAC 1-7-14, 410 IAC 1-
7-15; 410 1AC 1-7-16

SECTION 3. 410 JAC 1-6-3 IS AMENDED TO READ AS FOLLOWS:
410 TIAC 1-6-3 ""Prenatal care provider” defined

Authority: IC 16-19-3-5
Affected: IC 25-22.5; 1C 25-23; 1C 25-27.5

Sec. 3. "Prenatal care provider" means;
{1) a physician licensed under 1C 25-22.5;
(2) & registered nurse licensed under IC 25-23;
(3) a licensed practical nurse licensed under 1C 25-23; or
(4) an advanced practice nurse licensed under 1C 25-23;
(5) a physician assistant licensed under IC 25-27.5; or
(0) a midwife licensed undeyr 1C 25-23;
who provides prenatai care within the scope of the provider’s license.
{Indiana State Department of Health; 410 IAC 1-6-3; filed Feb 9, 1999, 5:13 p.m.; 22 IR 1971 readopied filed Jul
15,2005, 8:00 am.: 28 IR 3661)

SECTION 4. 410 JAC 1-6-4 IS AMENDED TO READ AS FOLLOWS:
410 IAC 1-6-4 Human immunodeficiency virus information and counseling to a pregnant patient

Authority: IC 16-19-3-5
Affected: 1C 16-41-6

Sec. 4. (a) The prenatal care provider primarily responsible for providing prenatal care to a pregnant patient shall
effer- provide human immunodeficiency virus (IHV} information and counseling to the pregaant patient. The
information and counseling must include the following:

{1} A description of the methods of human immunodeficiency virus {I1IV} transmission, including
breastfeeding.

(2) A discussion of risk reduction behavior modifications, including metheds interventions to reduce the
risk of perinatal transmission.

(3) Referral information to other human immunodeficiency virus (11V) prevention testing and
psychosacial services, —fappropriaterineludinganonymousend-confidential-lest-sites-approved-by the
state-deparbinent

(b) A group practice, clinic, or hospital shali designate, in writing, a health care professional to implement

this rule.
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(c) A group practice, clinic, or hospital shall designate, in writing, a health care professional to implement
this rule. (Indiana State Department of Health; 410 IAC 1-6-4, filed Feb 9, 1999, 5:13 pom.: 22 IR 1971; readopted
Jiled Jul 15, 2005, 8:00 aon.: 28 IR 3661)

SECTION 5. 410 TAC 1-6-5[S AMENDED TO READ AS FOLLOWS:
410 TAC 1-6-5 Reasons for not offering a human immunodeficiency virus test

Authority: IC 16-19-3-5
Affected: 1C 16-41-6

Sec. 5. The prenatal care provider primarily responsible for providing prenatal care to a pregnant patient shall effer
obtain an-fsies-«f a human immuncdeficiency virus (FIV) test fo the pregnant patient unless:
(1) a positive human immunodeficiency virus (HIV}) test result is already documented in the pregnant
patient's medical record;
(2) the pregnant patient has acquired immune deficiency syndrome (AIDS) as diagnosed by a physician;
or
(3) the pregnant patient refuses in writing a human immunodeticiency virus (I11V) test.
(Indiana State Department of Health, 410 1AC 1-6-3; filed Felb 9, 1999, 5:13 pan.. 22 IR 1971, readopted filed Jul
15,2005, 8:00a.m.; 28 IR 3661)

SECTION 6. 410 IAC 1-6-6 IS AMENDED TO READ AS FOLLOWS:
410 TAC 1-6-6 Human immunodeficiency virus test

Autherity: 1C 16-19-3-5
Affected: 1C 16-41-6

Sec. 6. (a) In effering-providing-an-fsie--af a human immunodeficiency virus (HIV) test under section 5 of this
rule, the prenatal care provider shall discuss the following with the pregnant patient:

(1) The purpose of the human immunodeficiency virus (HIV) test.

(2) The risk and benefits of the human immunodeficiency virus (HIV) test.

(3) Fhe-volutary-nature-of the-human-immunodeficieney-virus-{HIV)test-The test will be performed

routinely, unless it is refused in writing.

{by-1fthe pregpant-patient-vohmtarily-consents-to-iuman-immunoedefieiency-virus-{HHV - lesting-the
prenatal-careprovidershallarrange for-human-immunoedeficieney-viras N\ -testing-directhy-ar-by-referral;
ieludingreforra-Heanonymousand-confidentialHest-sitesapprovedbythe department= If the pregnant patient
presents in labor with no documented human immunoedeficiency virus (IH1V) test on record, then a rapid test
should e administered.

(Indicna Siate Depariment of Health; 410 IAC 1-6-6; filed Feb 9, 1999, 5:13 pom.: 22 IR 1971, readopted filed Jul
15,2008, 8:00 am.: 28 IR 3661)

SECTION 7. 410 IAC 1-6-7 1S AMENDED TO READ AS FOLLOWS:
410 TAC 1-6-7 Documentation

Authorify: IC 16-19-3-5; 1C 16-41-6-11
Affected; 1C 16-41-6

Sec. 7. (a) The prenatal care provider primarsly responsible for providing prenatal care to a pregnant patient shail
document in the pregnant patient's medical record that the prenatal care provider effered provided the following to
the pregnant patient:
(1} Human unmunodeficiency virus (HIV) information and counseling.
(2} Anfsie—AF A human immunodeliciency virus (HIV) test.
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(b} Boecumentation-in-the-patient’s-medical-record-mustinelude-notation-that the-followinpg was-offered-to
the-patient:

-A-deseription-of-the-metheds-of-human-immunodeficieneyvirus- V) ransmission:

{)-A-discussion-of rislereduction-behavior modifications-ineluding-methods-to-reduce-the-risk-of perinatal

fransmission:

@B)-Referral-information-to-other-human-immunodeficiency-virus-(H1V) prevention-and-psychesoeial

sepdees-iappropraterincludinganonymeons-and-confidential-test-sites-approved by the-department:

-Biscussion-ofthe-purpose-of-the-human-immunedeficieney-viras-JH V) -test:

53y Discussion-ofthevisleand-benefits-of the human-inmunedefisiensyvivus-(HIV ) -test:

{63-Biseussion-ofthe-voluntarnawre-of the-human-inmunodeficiency-virns- 4V test

E-Decumentation-that-the-patientundersteod-the-information-offered:
{e)-Sipnature-by-the-patient-on-a-form-provided-by-the-deparimentror-one-whish-is-substantially-similar;
acknowledging-that she-has-been-previded-and-has-readrer-ifunable-to-read-and-understands has-had the contents of
the-decumentreadand-exphined-to-her by herprenatal-careproviderto-hersatisfactions-complies-with-the
requiremenis-ef this-section:

(b) ‘The person who completes a certificate of live birth must document on the confidential part of
each birth certificate:

(1) Whether a standard licensed diagnostic test for HIV was performed on the woman who bore the

child.

(2) If a standard licensed diagnostic test for HIV was performed:

(A) The date the blood specimen was taken; and
(B) Whether the test was performed during pregnancy or at the time of delivery.

(3) If a standard licensed diagnostic test forr IV was not performed, ¢the reason the test was not

performed.
(Indianc State Department of Health; 410 TAC 1-6-7; fled Feb 9, 1999, 5:13 p.m.: 22 IR 1971, readopted jiled Jul
15, 2008, 8:00 a.m.: 28 IR 3661)

SECTION 7.1, 410 JAC 1-6-7.1 1S ADDED TO READ AS FOLLOWS:
410 TAC 1-6-7.1 Newhorn testing in the event of maternal refusal

Authority: IC 16-41-6-11

Affected: 1C 16-41-6-4

Sec. 11. If the mother of a newborn infant has not had a test performed for HIV or if the mother has refused
a test for the newborn infant to detect HIV or the antibody or antigen to HIV and a physician believes that
testing the newborn infant is medically necessary, the physician overseeing the care of the newborn infant
may order a confidential test for the newborn infant in order to detect HIV pursuant to IC 16-41-6-4. The test
must be ordered at the carliest feasible time not exceeding forty-eight (48) hours after the birth of the infant.

The mother shall be notified of the test and the result of the test.
(Indiana State Department of Health; 410 IAC 1-6-7.1; filed)

RULE 7. 410 TAC 1-7 IS AMENDED TO READ AS FOLLOWS:

Rule 7. HIV Counseling and Testing of Pregnant Patients

SECTION 7. 410 IAC 1-7-7 1S AMENDED TO READ AS FOLLOWS:

410 EAC 1-7-7 Provider's responsibilities to pregnant patient who has been tested for HIV

Authority: 1C 16-41-6-11
Affected: 1C 16-41-6

Sec. 7. (a) A provider, or his-eshesprovider’s designee, must do the following:
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(1) Deliver the test resuits for HIV infected and HIV uninfected pregnant patients in a direct,
straightforward, and confidential manner.
{(2) Deliver the results at the earliest possible encounter after testing.
(3) Deliver the results face-to-face for HIV infected pregnant patients,
(b) 1f the test results positive, the treating provider, or his-er-her-provider’s designee, must do the
following:
(1) Explain the side effects of any treatment for HIV in g direct, straightforward, confidential manner.
(2) Discuss pros and cons of initiation of drug therapy, including reducing the risk of perinatal
transmission significantly.
(3) Diiscuss treatment recommendations based on the U.S. Public Heaith Service Task Force
recommendation for use of antiretroviral drugs in pregnant HIV-1-infected women for maternal health and
interventions to reduce perinatal HIV-1 transmission in the United States in MMWR 51, RR-18.
(4) Comply with reporting requirements to the local health officer pursuant to 410 TAC 1-2,3-47
regarding a HIV-infected pregnant woman or perinatally exposed infant.
(Indiana State Departieent of Health; 410 TAC [-7-7; filed Jun 25, 2004, 11:05 a.n.: 27 IR 3496, readopted filed
Jul 15,2010, 12:12 pom.; 20100728-1R-41010020 I RFA)

SECTION 8. 410 JAC 1-7-8 IS AMENDED TO READ AS FOLLOWS:
410 IAC 1-7-8 Pregnant patient on a waiting list for IV medical services

Authority; IC 16-41-6-11
Affected: IC 16-41-6-5; IC 16-41-6-0

Sec, 8. {a) A pregnant wemas patient must have a complete application for the HIV medical services program on
file with the department,

{b} A pregnant sweman patient who meets ali the qualifications to participate in the HIV medicat services
program and tests positive under 1C 16-41-6-5 or IC 16-41-6-6 shall be given {irst priority on a waiting list for the
program if'a waiting list exists for the IV medical services progran,

{c) A pregnant weman patient who tests positive under 1C 16-41-6-5 or IC 16-41-6-6 may appeal her
placement on a waiting list for HIV medical services by filing a written appeal with the department.

{d) The appeal shali be filed within fifteen (15} days of receipt of the notification of placement on a waiting
list.

{(e) The appeal will be reviewed by the state health commissioner, or his-er-her the commissioner’s
designee, who will also make the determination in the case within seventy-two (72} hours of receipt of all requested
medical information and other pertinent documentation, as detailed by section 9 of this rule, necessary to determine
the applicant's eligibility for services.

{N) The appeal must include name, date of birth, and mailing address.

(Indicne State Department of Health, 410 1AC {-7-8; filed Jun 25, 2004, 1105 a.m.- 27 IR 3496, readopied filed
Jul 15,2000, 12:12 pom.: 20000728-1R-4101 00261 RFA)

SECTION 10,410 IAC 1-7-10 1S AMENDED TO READ AS FOLLOWS;
410 T1AC 1-7-10 Information to the HIV-pesitive pregnant patient

Authority: 1C 16-41-6-11
Affected: 1C 16-41-6

Sec. 10, (a) A provider, or his-erhier provider’s designee. shall provide the following o a pregnant women patient
at the appropriate times, which could mclude before delivery, at delivery, and after delivery:
(1) An explanation of the nature of AIDS and HIV, which:
£AY s consistent with MMWR 41, RR-17, and MMWR 43, RR12;-and
Brneludes-thefolowing-elements:
A resuls-in-a-defest-in-cell-medialed-immune response-causing-inereased
suseeplibility-lo-eppertunistie-infeetionsand certain-rare-cancers:
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{#-4HV-ds-a-virus-that-is-transmitted-from-one-(1)-person-to-anether- throughr-bloed;
semen;-vaginal seeretions;-or-breast-mitic
G- HB Hsa-vivas-hatrwithewi-reatmentr-agpressively-destroys-the-immune-system.
. B-AIDS-is-a severe-innmunolopical-disorder-that-can-result-from HIV
(2) Information that it is unlawful to discriminate against persons fving with HIV in areas of employment,
housing, and provision of health care services, If the women believe that they have been discriminated
against, they may contact the Indiana civil rights commission.
(3) Information that women who have tested positive for HIV or who have been diagnosed with AIDS are
not to engage in high-risk activity (including sexual or needle-sharing contact, which has been
demonstrated to transmit a dangerous communicable disease) without warning past, present, or future
sexual or needle-sharing partners before engaging in that higheisk high-risk activity. Carriers who know of
their status as a carrier of HIV or AIDS have a duty to warn or cause te be warned by a third party a person
at risk, including a spouse of the last ten (10) years, of the following:
{A) The carrier's disease status.
{B) The need to seek health care, such as counseling and testing,
{4} Information about risk behaviors for HI'V transmission that is consistent with MMWR 50, RR19, It
must inchude the following:
{A) High-risk activities refer to sexual or needle-sharing contact, which has been demonstrated to
transmit HIV.
(B) HIV is known to be transmitted through blood, semen, vaginal secretions, and breast milk.
{5) Information about the risk of transmission through breastfeeding that is consistent with MMWR 50,
RR19, including that breastfeeding by an HIV positive woman carries a risk for transmission of the viras
from mother to infant.
{6} Referral information to other human immuneodeficiency virus (HI'V) prevention testing and
psychosocial services, if appropriate.
(b} The department will continue to be a resource for educational information and referral sources.
{(Indiana State Department of Health; 410 IAC [1-7-10; filed Jun 25, 2004, [1:05 a.m.: 27 IR 3497, readopted filed
Jul 15,2010, 12:12 p.m.: 20100728-IR-4 10100261 RFA)

SECTION 11. 410 TAC ¥-7-11 IS REPEALED.
4H0-JAC-7-1H-Netifieation-to-the pregnant-woman

Authority: 1C 16-41-6-11
Affected: 1C-16-41-6-4

See—H- the-mother-ola-newborm-infant-has-nothad-Hestperformedfor IV orif the-mother-has-refused-atest for
thenewbom-nfani-Htodetest Pl -or-the-antibody-orantigen-to-HIV-and-a physician believes-that-lestingthenewbern
infantis-medieallynecessary-the-physisian-overseeing-the-care-of the-newbern-infantmay-ordera-confidential-test
{or-the-newberiniantn-orderto-detestH N\ or-the-antibody-orantipen-to-HI -under 1G-16-41-6-4-The-test-must-be
ordered-at-the-earliestfeasible time-not-exeeeding-forty-etohi-{48 - hours-aflerthe birth-of the-infant—"The-mother
shall-be-netified-ef the testand-theresult-ofthedest

(Indiana State Department of Health; 410 JAC 1-7-11; filed Jun 25, 2004, 1105 a.m.. 27 IR 3497, readopied filed
Jul 15,2010, 12:12 pm.: 20100728-IR-4 10100261 RFA)

SECTION 2. 410 IAC 1.7-12 1S AMENDED TO READ AS FOLLOWS:
410 TAC 1-7-12 Obtaining consent

Authority: 1C 16-41-6-11
Affected: IC 16-41-6-2; 1C 16-41-6-7

Sec. 12. (a) The provider shall follow the procedures for obtaining consent of the weman pregnant patient as
detailed in 16-16-41-6-2-1C 16-41-6-8.
(b} The provider shall inform the woman pregnant patient of her options under 1C 16-41-6-7.
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(Indiana State Department of Health; 410 IACI-7-12; filed Jun 25, 2004, 11:05 a.m.; 27 IR 3497, readopted filed
Jul 15,2010, 12:12 pam.: 20000728-IR-41G1 00261 RFA)

SECTION 13. 410 IAC 1-7-13 IS AMENDED TO READ AS FOLLOWS:
410 IAC 1-7-13 Post-test counseling procedures

Authority: IC 16-41-6-11
Affected: IC 16-41-6

Sec. 13. Post-test counseling will be conducted in a direct, straightforward, confidential manner by the provider or
his-or-her the provider’s designec.

{(Mndiana State Department of Health; 410 1AC 1-7-13; filed Jun 25, 2004, 11:05 c.m.: 27 IR 3498; readopted jiled
Jul 15,2010, 12:12 pm.: 200100728-1R-4101 00261 RFA)

SECTION 14. 410 IAC 1-7-14 IS AMENDED TO READ AS FOLLOWS:
410 JAC 1-7-14 Referral procedures

Authority: 1C 16-41-6-11
Affected: IC 16-41-6

Sec. 14. The provider shall assess the pregnant patient's level of need and provide referrals to the appropriate
services, which may inciude HIV-specific case management services.

(Indiana State Deparimens of Health, 410 TAC 1-7-14; filed Jun 25, 2004, 11:05 com.: 27 IR 3498, readopted filed
Jui 15,2000, 12:12 pam.: 20100728-IR-410100261RFFA)

SECTION 15. 410 JAC 1-7-15 IS AMENDED TO READ AS FOLLOWS:
410 TAC 1-7-15 Importance of immediate HIV medical care

Authority: IC 16-41-6-11
Affected: IC 16-41-6

Sec. 15. Providers, or their designees, shall counsel the pregnant patient regarding the importance of immediate
entry into medical care for the duration of the pregnancy.

(Indiana State Department of Health; 410 14C 1-7-13; filed Jun 25, 2004, 11:05 a.m.: 27 IR 3498, readopted filed
Jul 13, 2000, 12:12 pon,: 20100728-1R-4 101006261 RFA)

SECTION 16, 416 IAC 1-7-16 IS AMENDED TO READ AS FOLLOWS:
410 IAC 1-7-16 Explanation of decreasing transmission of HI'V during pregnancy

Authority: [C 16-41-6-1}
Affected: IC 16-41-6

Sec. 16. (a) Providers shall counsel that HIV can be transmitted (o the felus during pregnancy and treatment can
significantly decrease that transmission.

{b) Providers shall counsel, prior to delivery, that giving birth by cesarean section may decrease
iransmission of HI1V (o the child, especially when done in combination with medications, if the HIV (est results are
nositive.

{¢) Counseling on this matter shall be conducted i a direct, straightforward, confidential manner by the
provider or his-er-her-the provider’s designee,

{Inciana State Department of Health; 410 1AC 1-7-16; filed Jun 25, 2004, 11:05 a.m.: 27 IR 3498, readopted filed
Jul 13,2010, 12:12 pan. 20100728-1R-4101 00261 RFA)
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